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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Washington, DC 20204

Mr. G. P. Georges, 111 FEB 10 1998
Research and Development
Nephro-Tech, Inc. 0557 %8 MR 24 P2 :42

P.O. Box 14703
Lenexa, Kansas 66285

Dear Mr. Georges:

This is in response to your letter of November 19, 1997 to the Food and Drug Administration
(FDA) pursuant to 21 USC 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act). Your submission states that Nephro-Tech, Inc. is making the following
statements, among others, for the products MagneBind 200 and MagneBind 300:

“The New Standard in Phosphate Binding”

“With lower amounts of calcium'”

“No risk of aluminum toxicity**”

“ Well tolerated"*”

“With the ability to use higher doses of calcitriol”

«...oral supplementation with magnesium and calcium can reduce absorption of
dietary phosphate.”

21 USC 343(r)(6) requires that a statement included in labeling under the authority of that
section may not claim to diagnose, mitigate, treat, cure, or prevent a specific disease or class
of diseases. The statements that you are making for your products, including the citations
that comprise a part of the statement, suggest that they are intended to treat, prevent, or
mitigate disease, namely hyperphosphatemia in renal dialysis patients. These claims do not
meet the requirements of 21 USC 343(r)(6). These claims suggest that these products are
intended for use as drugs within the meaning of 21 USC 321(g)(1)(B), and that they are
subject to regulation under the drug provisions of 21 USC 321. If you intend to make claims
of this nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER),
Office of Compliance, HFD-310, 7520 Standish Place, Rockville, Maryland 20855.

Please contact us if we may be of further assistance.

Sincerely yours,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Special Nutritionals
Center for Food Safety
and Applied Nutrition

775-0/63 LET 130



Page 2 - Mr. G. P. Georges, III

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Kansas City District Office, Compliance Branch, HFR-SW340

cc:
HFA-224 (w/incoming)

HFA-305 (docket 975-0163)

HFS-22 (CCO, JGordon)

HFS-456 (file)

HFS-450 (r/f, file, OSN#56511)
HFD-310 (BWilliams)

HFD-314 (Aronson)

HFS-600 (Reynolds)

HFS-605 (Bowers)

GCF-1 (Nickerson, Dorsey)
r/d:HFS-456:RMoore:2/4/98

init: HFD-310:BWilliams:2/5/98

Revised per GCF-1:DDorsey:2/5/98
f/t:rjm:HFS-456:2/5/98:55845 .adv:disc25



NEPHRO-TECH, INC.

P.O. Box 14703 » Lenexa, KS 66285

November 19, 1997
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Office of Special Nutritionals (HFS-450) “ﬂmmi"

Center for Food Safety and Applied Nutrition H "“fgé
Food and Drug Administration

200 C St. SW
Washington, DC 20204

In compliance with the Dietary Supplement Health and Education Act of 1994, I am hereby
notifying the Office of Special Nutritionals, Center for Food Safety and Applied Nutrition,
Food and Drug Administration of NEPHRO-TECH, Inc’s marketing of MagneBind™, a
dietary supplement. MagneBind™ is marketed as a binder of dietary phosphate which 1s a
function claim. I have provided labelling and our promotional material in triplicate as

required.

If you have any further questions, please feel free to call me at 913-248-8808.

Sincerely,




+The Phosphate Magnets

MAGNEBIND™ 200 and MAGNEBIND™ 300
are dietary supplements that combine the phosphate binding power
of magnesium carbonate'** with calcium acetate*.

The New Standard In Phosphate Binding

- With lower amounts of calcium '
—> No risk of aluminum toxicity **
> Well tolerated '

== With the ability to use higher
=1 - doses of calcitriol '
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utritional Faots
rving 8ize 1 Tablet

Amount Per Tablet % Dally Value
Cadcium 114 11.4%
Magnesiom 57 3-'8 19%
ingredisnts: Caicium acetats USP. megnesium
carbonete USP microcrystalline celulose, calolum
atsarate, sioaric sokd.

Description: Each tablet conmaina csilolum acetate
480mQ and magnesium carbonate 200mg.
Directiona: Swaliow 1-3 tablets with meals, or aa
directed by physician

Indlcations: MAGNEBIND™ 200 is a dietary
supplement that binds dietary phosphate. By
binding with dietary phosphate, oral
) magnesium and calclsm can
recuce abscrption of dietary phosphate.*

¢ This atatement has not been evaluaied by the
Food and Drug Administration, This praduct Is
nat imended to disgness, ireat, cure or pravent
any disease.

HPORTANT: Do nol uae i insner so3! it tialurded o missing.
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Nutritional Facts

EMH] 8lze 1 Tablet

Amount Per Tablet % Dally Vaiue
Caiclum__ 78 mg
Magnssium 85 mg

7.8%
28.3%
ingredients: Caiclum acetata USP. magnesium

carbonate USP microcrystaliine celluloss, calcium
Stearate, staasic 8cid.

Description: Each tmbist containa calcium acatate
300mg and magnesium carbonate 300mg.
Directions: Swallow 1-3 (ablsts with meals, or as
directed by physician.

Indications: MAGNEBIND™ 300 in & dietery
auppiement that binds distary phosphate. By
binding with dietary phosphale, oral

sup| magnesium snd calcium can
reduce sbeorption of distary phosphate.*

* Thin statement has not been svalused by the
Food and Drug Administration. This product s
not intended (o disgnoss, treat, aure or prevent
any disesss.

INPORTANT: Do sat uss H inasr 2ual k4 disturbed o mizzing.
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Nutritional Facts
Serving Size 1 Tablet

Amount Per Tablet % Daily Value

Calcium 76 mg 7.86%
Magnesium 85 mg 28.3%

Ingredients: Caicium acetate USP, magnasium
carbonate USP, microcrystalline celiuloss,
caicium stearate, stearic acid.

Description: Each tablet cantains calclum
acetats 300mg and magnesium carbonate
300mg.

Directions: Swallow 1-3 tablets with meals, or as
directed by physician,

Indications: MAGNEBIND™ 300 is a dietary
suppiement that binds dietary phosphate. By
binding with dietary phosphate, oral
supplementation with magnesium and calcium
can reduce absorption of dietary phosphate.*
* This statement has not been evaluated by
the Food and Drug Administration. This
product Is not intended to diagnose, treat,
cure or prevent any disaase.

IMPORTANT: Do not use if inner seal is disturbed or
missing,
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Nutritional Facts

Serving Size 1 Tablet

Amount Per Tablet % Dally Value
Calcium 114 mg 11.4%
Magnesium 57 mg 19%

ingredienta: Caicium acetate USP, magnesium
carbonate USP, microcrystalline cellulose,
calcium stearate, stearic acid.

Description: Each tablet contains calcium
acetate 450mg and magnesium carbonate
200mg.

Dirsctions: Swallow 1-3 tabiets with maeals, or as
directed by physician,

indications: MAGNEBIND™ 200 is a dietary
supplement that binds distary phosphate. By
binding with distary phosphate, oral
supplementation with magnesium and calctum
can reduce absorption of dietary phosphate.*

* This statement has not been evaluated by
the Food and Drug Administration. This
product Is not Intended to diagnose, trest,
cure or prevent any dissase.

IMPORTANT: Do not use if inner seal is disturbed or
missing.
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